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Basis of the report 



1. 



4. 



With regard to the elements of the international application^* 
|~X] the international application as originally filed. 

pages , as originally filed, 
pages , filed with the demand, 
pages , received on with the letter of 



|Pj| the description, 
| [ the claims, 



|~] the drawings, 



pages 
pages 
pages 
pages 

pages 
pages 



as originally filed, 

as amended (together with any statement) under Article 19, 
filed with the demand, 
received on with the letter of 
as originally filed, 

filed with the demand, 
received on with the letter of 



| | the sequence listing part of the description: 

pages , as originally filed 

pages , filed with the demand ■ 

pages , received on with the letter of 

With regard to the language, all the elements marked above were available or furnished to this Authority in the language in 

which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

| [ the language of publication of the international application (under Rule 48.3(b)). 

j ~~] the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 
and/or 55.3), 

With regard to any nucleotide, and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

| | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

p "~j furnished subsequently to this Authority in written form. 

j " "| furnished subsequently to this Authority in computer readable form. 

J The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

| | The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished 

| | The amendments have resulted in the cancellation of: 

| | the description, pages 

| | the claims, Nos. 

| | the drawings, sheets/fig. 

| | This report has been established as if (some of) the amendments had not been made, since they have been considered to 
• go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70. J 6 and 70. J 7). 

Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; citations 
and explanations supporting such statement 


1. Statement 






Novelty (N) 


Claims 7,« 11, 12, 18, 20, 37 and 39-41 


YES 




Claims 1-6, 8-10, 13-17, 19, 21-36, 38 and 42 


NO 


Inventive step (IS) 


Claims NONE 


YES 




Claims 1-42 . 


NO 


Industrial applicability (IA) 


Qaims 1-42 


YES 




Qaims NONE 


NO 



2. Citations and explanations (Rule 70.7) 

The applicant's invention resides in the use of the discovery that FcyRIIa transgenic animals are susceptible to 
autoimmune disease. 

Claims 1-12 relate to methods for screening compounds that suppress aberrant immune activity or autoimmune 
disease, using FcyRIIa transgenic animals. 

Claims 13, 21-27 and 42 relate to compounds that can suppress aberrant immune activity or autoimmune 
disease, when identified by the methods of claims 1-12. 

Claims 14—20 relate to methods of treating or preventing autoimmune disease, using the compounds identified 
by claims 1-12. 

Claims 28-41 relate to FcyRIIa transgenic animals. 

The following documents identified in the International Search Report have been considered for the purposes of 
this report. 

Dl: WO 1995/028959 Al (SLOAN-KETTERING INSTITUTE FOR CANCER RESEARCH) 2 November 
1995, 

D2: McKenzie SE et al (1999) The Journal of Immunology 162: 43 1 1-4318. 
D3: Kwack K et al (1995) Immunology Letters 44: 130-143. 

D4: WO 1996/008512 Al (AUSTIN RESEARCH INSTITUTE AND ANTI-INFLAMMATORY SYNDICATE 
NO. 1)21 March 1996. 

Novelty (N) 

Dl discloses transgenic mice expressing human FcRIIa (see, for example, page 44 lines 7 and 32, page 46 line 22 
and page 52, line 21), their use in the identification of anti-inflammatory agents (see, for example, the abstract 
and also page 47, lines 14-25), and the use of these compounds in treatment of inflammation and autoimmune 
inflammation-related diseases (see, for example, the abstract and also page 51, lines 14-15). As such, this 
citation is novelty-destroying for claims 1-6, 8-10, 13-17, 21-24, 28, 29, 31, 35, 36, 38 and 42. 

D2 discloses transgenic mice expressing human FcyRIIa, whereby the mice show aberrant immune activity 
(thrombocytopenia) in the presence of anti-CD9 antibodies. This citation is merely one of a large body of 
published work by the this research group using this transgenic mouse model. Since mice transgenic for human 
FcyRIIa would inherently have increased susceptibility to autoimmune disease, this citation is novelty-destroying 
for claims 28-34. 

(Continued on supplemental sheet.) 
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Vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claims 1-4, 6-8, 10-27 and 42 are not fully supported by the description. The applicant's contribution to the art that is 
disclosed in the description is the use of the discovery that FcyRIIa transgenic animals are susceptible to autoimmune 
disease. In contrast, claims 1-3 are worded such that, at step (b), the FcyRIIa transgenic animals are assayed for any 
aberrant immune activity. This aberrant immune activity includes conditions that are completely unrelated to 
autoimmune disease. The description does not provide an overarching principle whereby FcyRIIa transgenic animals 
can be used to model any aberrant immune activity. Therefore, in the absence of a restriction of the claims to methods 
that rely upon the use of FcyRIIa transgenic mice to model autoimmune disease, these claims are not fully supported by 
the description. 

Claims 13-27 and 42 are additionally not fully supported by the description. The description provides support for the 
use of the discovery that FcyRIIa transgenic animals are susceptible to autoimmune disease. Therefore, the applicant is 
entitled to claim uses of transgenic FcyRIIa animals in the investigation of autoimmune disease, such as for the 
identification of agents that suppress autoimmune disease. In contrast, the claims recite the agents identified using such 
mice. These claims read on the agents per se, or uses of these agents, and, since the claims are not restricted to methods 
of using the discovery of the applicant's invention, namely using FcyRIIa transgenic mice to study autoimmune disease, 
these claims to the agents alone are beyond the scope that is supported by the description. 

Claims 28-41 are not fully supported by the description. As discussed above, the description provides support for the 
use of the discovery that FcyRIIa transgenic animals are susceptible to autoimmune disease. Therefore, the applicant is 
entitled to claim uses of transgenic FcyRIIa animals in the investigation of autoimmune disease. In contrast, these 
claims recite the transgenic FcyRUa animals themselves, with no reference to their use to study autoimmune diseases. 
Any transgenic FcyRIIa animals would inherently have the claimed property of susceptibility to autoimmune diseases. 
The specification does not provide a new principle for the generation of any transgenic FcyRIIa animal. Therefore, in 
the absence of an inclusion in the claims of features that provide a use for these transgenic animals in the study of 
autoimmune disease, these claims are not supported by the description. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of Box I 

Rule 67 lists the subject matter which under Article 34(4)(a)(i) an international preliminary examination is not required 
to be carried out. At item (iv) it specifies methods for treatment of the human or animal body by surgery or therapy, as 
well as diagnostic methods, as such matter. However the agreement between WIPO and Australia further qualifies this 
by excepting from exclusion any subject matter which is examined under national grant procedures. Claims 14-20 
have nonetheless been considered because the identified subject matter does not contravene Australian law. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of Box V 
Novelty AST) (continued) 

D3 discloses transgenic mice expressing human FcyRUa (see page 141), whereby the mice show aberrant immune 
activity (enhanced T cell responses). Since mice transgenic for human FcyRUa would inherently have increased 
susceptibility to autoimmune disease, this citation is novelty-destroying for claims 28-34. 

D4 discloses earlier work by one of the inventors of the instant application (P M Hogarth). This citation recites 
methods of testing compounds for their ability to act as Fc receptor antagonists, and pharmaceutical compositions 
involving these antagonists, including compounds with FcyR-like activity, such as FcRUa alanine point mutants (Figure 
3) and HSA:FcyRII (see figures 9-18, examples, and claims 21 and 52). Also disclosed are anti-FcyRII antibodies. The 
compositions of the citation are intended for use in the treatment of immune complex diseases, including rheumatoid 
arthritis (see page 32, lines 20-24). Therefore, these are compounds that reduce aberrant immune activity associated 
with FcyRUa, and which could be identified by the methods of claims 1-12. Therefore, since claims 13-17, 19, 21-27 
and 42 are directed towards the compounds per se 9 or uses of these compounds, the citation is novelty-destroying for 
claims 13-17, 19, 21-27 and 42. 

Inventive step GS) 

The disclosures of D1-D4 are discussed above. 

Claims 7, 1 1-20, 25-27, 30, 32-34, 37 and 39-41 lack inventive step in the light of Dl. The claims differ from the 
disclosure of Dl in the choice of mouse strain from which the transgenic mice are derived, or in the specific 
autoimmune inflammatory disease modelled (ie systemic lupus erythematosus, rheumatoid arthritis or collagen-induced 
arthritis, all immune complex-mediated conditions). Given the direction of Dl, in which FcyRIIa transgenic mice are 
used to model autoimmune inflammatory disease, these additional choices recited by the claims are considered to be 
technical equivalents of the citation, and thus these claims lack inventive step. 

Claims 1, 6, 8, 13, 14, 16, 21 and 23 lack inventive step in the light of either D2 or D3. The claims differ from the 
disclosures of the citations in the provision of methods for screening compounds that suppress aberrant immune 
activity, or in the provision of such compounds. Since the citations disclose transgenic mouse models of aberrant 
immune activity, it is considered a mere workshop improvement over the citation to use such mouse models to identify 
compounds that suppress this activity, and therefore these claims lack inventive step. 

Claims 2-^5, 7, 10-12, 15, 17-20, 22, 24-27 and 35-42 are directed towards the use of transgenic mice as models of 
autoimmune disease. This concept is neither taught nor suggested by D2 or D3, and therefore these claims are 
considered inventive in light of these citations. 

Claims 18 and 20 lack inventive step in the light of D4. These claims are directed towards the use of compounds 
identified using the applicant's invention, for the treatment of the autoimmune complex disease systemic lupus 
erythematosus and collagen-induced arthritis. The claims differ from the citation in the choice of autoimmune complex 
disease. These additional choices recited by the claims are considered to be technical equivalents of the citation, and 
thus these claims lack inventive step. 

Claims 1-12 and 28-42 are directed towards the use of transgenic FcyRIIa mice. Since D4 does not suggest such mice, 
these claims are considered inventive in the light of D4. 

Industrial applicability (IX) 

Claims 1-42 meet the requirements of the PCT in regard to industrial applicability. 
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